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REMARKS 

Claims 1-37 are pending in the present Application. Claims 2-7, 12, 13, 15, 16, 
20-29, and 3 1-37 have been withdrawn from consideration, leaving Claims 1-37 for 
consideration upon entry of the present Amendment. 

Support for the amendment to claim 1 can be found in the specification on page 
15, lines 4-5. 

Reconsideration and allowance of the claims arc respectfully requested in view of 
the above amendments and the following remarks. 

Claim Rejections Under 35 U.S.C 8 1020rt 

Claims 1, 17-19, and 30 stand rejected under 35 U.S.C. § 102(b), as allegedly 
anticipated by U.S. Patent No. 5,609,629 to Feacnot et al (hereinafter "Feamot"). 
Applicant$ respectfully traverse this rejection. 

The present application is directed to an implant having a tissue/implant interface, 
comprising an implant having an outer surface; a bioactive polymer layer adjacent to at 
least a portion of the outer surface; and controlled release nanopaxticles, liposomes, or 
microspheres containing a tissue response modifier present in the bioactive polymer 
layer, wherein the controlled release nanopaxticles, liposomes, or microspheres provides 
the tissue response modifier to the site of implantation in a quantity effective to control 
tissue response at the site of implantation. 

Fearnot is directed to an implantable medical device (10) such as a coronary stent 
having a structure (12), a layer of bioactive material (18) positioned over the structure, 
and a porous layer (20) positioned over the bioactive material layer. (Abstract) The 
device is illustrated, for example, in Figure 1 . The bioactive layer may be, for example, 
an antiinflammatory steroid, heparin, dexamethasone, etc. (Col. 3, 11. 30-35) The 
porous layer is "composed of a polyimide, parylene or a parylene derivative applied by 
catalyst-free vapor deposition" which is "adequate to provide controlled release of the 
bioactive material". (Col. 3, 11. 50-54) Alternatively, the porous layer can be applied by 
plasma deposition and comprise "poly(ethylene oxide), polyethylene glycol), 
poly(propylene oxide) and silicone, as well as polymers of methane, tetrafluoroethylene 
(including TEFLON brand polymers), tetramethyldisiloxane, and others". (Col. 4, 11. 1 8- 
23) The device may include additional layers of bioactive material which "can be placed 
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directly atop one another or can be separated by additional porous polymer layers 
between each of them*'. (Col. 4, 11. 23-28) The bioactive material may be deposited "as a 
layer of particles" such as ''microencapsulated particles, dispersed in liposomes, adsorbed 
or absorbed into small carrier particles". (Col. 14, 11. 12-28) It is then stated "In any 
event, once the bioactive material layer 18 is in place, the at least one porous layer 20 is 
then applied over the at least one bioactive material layer 18", (CoL 14, 11. 29-21) Thus, 
regardless of the form of the bioactive material layer, the bioactive material and the 
porous layer are discrete layers on the substrate. The bioactive material is not disposed in 
the porous layer, but is instead present as a discrete layer- 
In making the rejection, the Examiner states "Feainot anticipates the claim 
language where the implant with the outer surface. , .by implant (10)", "The bioactive 
polymer layer with nanoparticles of liposomes as claimed is met by the disclosure on 
column 14, lines 12-29 of Feainot". Also, "the bioactive tissue response modifier as 
claimed is disclosed on column 3, lines 30-49 of Feamof \ (Paper 91604, Page 2) 
Applicants submit that Feainot does not disclose "controlled release nanoparticles, 
liposomes, or microspheres containing a tissue response modifier present in the bioactive 
polymer layer" as claimed in the present Application. 

To anticipate a claim, a reference must disclose each and every element of the 
claim, Lewmar Marine v. Varientlnc, 3 U.SJP.Q.2d 1766 (Fed. Cir. 1987). Moreover, 
the single source must disclose all of the claimed elements "arranged as in the claim/' 
Structural Rubber Prods. Co. v. Park Rubber Co., 749 R2d 707, 716, 223 U.S.P.Q. 1264, 
1271 (Fed. Cir. 1984). The present application claims an implant comprising "controlled 
release nanoparticles, liposomes, or microspheres containing a tissue response modifier 
present in the bioactive polymer layer". Feamot, in contrast, teaches an implant in which 
a porous layer of a controlled release polymer is disposed on a layer of bioactive material 
There is no teaching or suggestion in Feamot that the bioactive material be present in the 
porous layer Thus Feamot is missing an element of the present claims, In addition, 
Fearnot also fails to render the present claims obvious. Given that the porous layer is 
deposited by vapor or plasma deposition, it is not obvious that one of skill in the art could 
or would incorporate a bioactive material into such a layer, 

In the office action, the "Examiner asserts that the claim does not require that the 
bioactive material be in the porous polymer layer so this argument is not commensurate 
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in scope with the claim*. (Paper 91604, Page 4) Applicants submit that the present 
claims clearly require the tissue response modifier to be in the bioactive polymer layer. 
In view of the c laim language, Applicants do not understand the Examiner's assertion. 
Merely to emphasize this point, claim 1 has been amended to "controlled release 
nanoparticles, liposomes, or microspheres containing a tissue response modifier present 
in Hie bioactive polymer layer". Feamot does not meet this claim limitation and is thus 
missing an element of the present claims as previously asserted by the Applicants. 

For at least the foregoing reasons, reconsideration and withdrawal of the 
rejections over Feamot are requested. 

Claims I, 17-19, and 30 stand rejected under 35 U.S.C § 102(b) or (e), as 
allegedly anticipated by U.S. Patent No, 5,801,033 to Hubbeli et al (hereinafter 
'Hubbeli"). Applicants respectfully traverse this rejection, 

Hubbeli is directed to methods of formation of biocompatible membranes around 
biological materials or biomedical devices. (Abstract) The biocompatible membrane is 
the photopolymerization product formed by a macromer such as polyethyelene glycol, a 
phototinitiator, an optional cocatalyst, and an optional accelerator. (Col. 7, 11. 25-35) 
The biological material maybe a "microencapsulated material as a core about which the 
macromer is polymerized in a suspension polymerization reaction". (Col 8, 11. 1-3) In 
another method, interfacial polymerization is used to polymerize the macromer onto a 
microencapsulated biological material. (Col. 8, 11. 46-49) In the direct interfacial 
polymerization method, interfacial polymerization is used "to form a membrane directly 
onto the surface of the biological material". (Col. 9, 11, 25-27) 

In making the rejection, the Examiner states "Hubbeli anticipates the claim 
language where the tissue response modifier is the agent or material released by the 
encapsulated cells to have a therapeutic purpose in the patient". The Examiner further 
states "the gels of Hubbeli are hydrogels". (Paper 91604, Page 3) The Examiner 6 Views 
the polymer and biological material as different parts of the same layer as the polymer 
forms a coating around the biological materials or pharmaceuticals to form 
microparticles. (Paper 91604, Page 4) Applicants submit that Hubbeli does not disclose 
an implant comprising "controlled release nanoparticles, liposomes, or microspheres 
containing a tissue response modifier present in the bioactive polymer layer" as now 
claimed in the present Application. 
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The present claims are directed to an implant comprising a bioactive polymer 
layer adjacent to at least a portion of the outer surface; and controlled release 
nanoparticles, liposomes, or microspheres containing a tissue response modifier present 
in the bioactive polymer layer, Hubbell fails to anticipate the present claims because 
Hubbell at least fails to teach or disclose this element of the present claims. Hubbell is 
directed to forming biocompatible membranes around biological materials or biomedical 
devices. Even if one would interpret the polymer and biological material as different 
parts of the same layer as the Examiner has asserted, Applicants submit that Hubbell does 
not anticipate the present claims. Hubbell teaches coating biological materials or medical 
devices. There is no teaching or suggestion to combine the coated biological materials 
with a medical device. A stated above, a single source must disclose all of the claimed 
elements "arranged as in the claim/* Structural Rubber Prods. Co. v. Park Rubber Co., 
749 P.2d 707, 716, 223 U.S.P.Q. 1264, 1271 (Fed Cir. 1984). HubbeU disclosed coating 
biological materials or medical devices and thus fails to disclose a tissue response 
modifier in a bioactive polymer layer as presently claimed. 

In addition, Hubbell fails to render the present claims obvious because Hubbell 
fails to teach or suggest coating a medical device with an encapsulated biological 
material. 

For at least the foregoing reasons, reconsideration and withdrawal of the 
rejections over Hubbell are requested. 

It is believed that the foregoing amendments and remarks fully comply with the 
Office Action and that the claims herein should now be allowable to Applicants. 
Accordingly, reconsideration and allowance are requested. 
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If there are any additional charges with respect to this Amendment or otherwise, 
please charge them to Deposit Account No. 06-1 130. 



Date: November 22, 2004 
CANTOR COLBURN LLP 
55 Griffin Road South 
Bloomfield>CT 06002 
Telephone (860) 286-2929 
Facsimile (860) 286-0115 
Customer No.: 23413 



Respectfully submitted, 
CANTOR COLBURN LLP 




Karen A. LeCuyer, Ph.D. 
Registration No. 51,928 
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